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(PCT Rule 61.2) 
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/-Voololdill V.rUi III lUoolUl ici TOr rdlClilS 

United States Patent and Trademark 

Office 

Box PCT 

Washington, D.C.20231 
ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Lfoie ui Midiiing ^uay/^^o^I^/yea^/ 

03 October 2000 (03.10.00) 




International application No. 
PCT/USOO/00286 


Applicant's or agent's file reference 
960296.95874 


International filing date (da //month/year) 

06 January 2000 (06.01.00) 


Priority date (day/month/year) 

08 January 1999 (08.01.99) 


Applicant 

WATKINS, David, 1. et al 



1. The designated Office is hereby notified of its election made: 

I X| in the demand filed with the International Preliminary Examining Authority on: 
31 July 2000 (31.07.00) 

I I in a notice effecting later election filed with the International Bureau on: 



2. The election | X| 

□ 



was not 



made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The International Bureau of WlPO 


Authorized officer 


34, chemin des Colombettes 


R. Forax 


1211 Geneva 20, Switzeriand 


Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22)338.83.38 



Form PCT/IB/331 (July 1992) 



US0000286 
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PATENT COOPERATION TREQ^ 



From the INTERNATIONAL SEARCHING AUTHORITY 


PCI 

NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

(PCT Rule 44.1) 


To: 

QUARLES & BRADY 

Attn, BAKER, Jean C. 

411 East Wisconsin Avenue 

MILWAUKEE WISCONSIN 53202-4497 

UNITED STATES OF AMERICA 


Date of mailing 

(day/month/year) 04/09/2000 


Applicant's or agenf s file reference 

960296.95874 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


International application No. 

PCT/US 00/00286 


International filing date 
my/month/year) 06/01/2000 


Applicant 

WISCONSIN ALUMNI RESEARCH FOUNDATION et al . 



rYl "The applicant is hereby notified that the InternationaJ Search Report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant Is entitled, if he so wishes, to amend the claims of the International Application (see Rule 46): 

When? The time limit for filing such amendments is normally 2 months from the date of transmittal of the 
International Search Report; however, for more details, see the notes on the accompanying sheet. 



Where? Directly to the 



International Bureau of WlPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 
Fascimite No.: (41-22) 740.14.35 



For more detailed instructions, see the notes on the accompanying sheet. 

2. I I The applicant is hereby notified that no International Search Report will be established and that the declaration under 
' — ' Article I7(2)(a) to that effect is transmitted herewith. 

3. Q With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

I I the protest togedier with the decision thereon has been transmitted to the International Bureau together with the 
— applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 

I I decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Further action(s): The applicant is reminded of the following: 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau 
If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application or of the 
pnonty clatm, must reach the International Bureau as provided in Rules 905/s.l and 90b/s.3, respectively before the 
completion of tiie technical preparations for international publication. 

Wftiiin 19 months from the priority date, a demand for international preliminary examination must be filed if tfie applicant 
wishes to postpone the entry into the national phase until 30 montins from ttie priority date (in some Offices even later). 

Within 20 months fi-om the priority date, the applicant must perform the prescribed acts for entry into the national phase 
before all designated Offices which hav not been elected in th demand or in a later election withini 9 months ft-om ttie 
priority date or could not l>e elected because they are not bound by Chapter II. 



Name and mailing address of the International Searching Authority 
' European Patent Office, P. B. 5818 Patentiaan 2 

NL-2280 HV Rijswijk 

Tel. (+31-70) 340-2040. Tx. 31 651 epo nl, 
Fax: (+31-70) 340-3016 




Authorized officer 

Catherine Humbert 
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INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 
960296.95874 


FOR FURTHER see Notification of Transmittal of International Search Report 
^Q-j-jQI^ (Form PCT/ISA/220) as well as. where applicable, item 5 below. 


Internationat application No, 

PCT/US 00/00286 


International filing date (day/month/year) 

06/01/2000 


(Earliest) Priority Date (day/month/year) 

08/01/1999 


Applicant • 

WISCONSIN ALUMNI RESEARCH FOUNDATION et aK 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the aDDlicant 
according to Article 18. A copy is being transmitted to the International Bureau. 
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. sheets. 



This International Search Report consists of a total of . 

Pn I* 's also accompanied by a copy of each prior art document cited in this report. 



1 . Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless othenvise indicated under this item. 

I I international search was earned out on the basis of a translation of the international application furnished to this 

Authority (Rule 23.1(b)), 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 

[X] contained in the international application in written form. 

pn fited together with the international application in computer readable form, 

I I furnished subsequently to this Authority in written form. 

I I furnished subsequently to this Authority in computer readble form. 

I I *® statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listina has been 
furnished ^ 

2. [X] Certain claims were found unsearchable (See Box I). 

3. Q Unity of invention is lacking (see Box II). 



4. With regard to the title, 

pn the text is approved as submitted by ttie applicant, 

I I the text has been established by this Authority to read as follows: 



5. With regard to the abstract, 

pn the text is approved as submitted by the applicant. 

I I teJrt has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. Th applicant may, 

within one month from the date of mailing of this international search report, submit comments to this Authority. 

6. The figure of the drawings to be published with th abstract is Rgure No 

□ 

as suggested by the applicant. JX] None of the figures. 

I I because the applicant failed to suggest a figure. 
I I because this figur better characterizes the invention. 



Form PCT/ISA/210 (first sheet) (July 1998) 



DNTERNTWTONAL SEARCH REPORT 



International application No. 

PCT/US 00/00286 



Box I Observations where certain claims w re found uns archable (Continuati n f item 1 of first sh et) 



This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 

1. Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 

Although claims 1-14 are directed to a method of treatment of the 

human/animal body, the search has been carried out and based on the alleged 
effects of the compound/composition. 

2. I I Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningfful International Search can be carried out, specifically: 



I I Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of Invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this intemational application, as follows: 



1. 



I I As all required additional search fees were timely paid by the applicant this International Search Report covers all 
' • searchable claims. 



As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 



3- I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
" ' covers only those claims for which fees were paid, specifically claims Nos.: 



4. 1^ No required additional search fees were timely paid by the applicant Consequently, this International Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remartc on Protest [ | The additional search fees were accompanied by ttie appllcanf s prot st 

I I No protest accompanied th payment of additional search fees. 



Form PCT/ISA/210 (continuation of first sheet (1)) (July 1998) 



INr^^NATIONAL SEARCH REPORT 

tormation on patent family members 



Patent document 
cited in search report 



Publication 
date 



EP 421635 



10-04-1991 



.nternational AppNcation No 

'PCT/US 00/00286 



Patent family 
member{s) 



AU 
AU 
CA 
OD 
OE 
DE 
DK 
ES 
IE 
JP 
NZ 
ZA 



626183 B 
6269090 A 
2025598 
298134 
69021002 
69021002 
421635 
2075883 

69265 B 
3216186 A 

235315 
9007233 



A 
A 



Publication 
date 



23- 07- 
11-04- 

20- 03- 
06-02- 

24- 08- 

23- 11- 
27-11- 
16-10- 

21- 08- 

24- 09- 

25- 09- 
27-05- 



1992 
1991 
1991 
1992 
1995 
1995 
1995 
1995 
1996 
1991 
1991 
1992 



Foim PCT/ISA«10 (patem family annex) (July 1992) 



IN^RNATIONAL SEARCH REPORT 



M 



tnternational Application No 

PCT/US 00/00286 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC 7 A61K39/21 A61K39/29 A61K39/12 A61K39/39 A61P31/18 



According to International Patent Classification (IPC) or to t>oth national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 A61K 



Documentation searched other than minimum documentation to the extent that such documents are included In the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 

WPI Data, CHEM ABS Data, BIOSIS 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category * Citation of document, with irKJication, where appropriate, of the relevant passages 



Relevant to claim No. 



T. HANKE ET AL.: "Enhancement of MHC 
Class I restricted peptide-specif 1c T cell 
induction by a DNA prIme/MVA boost 
vaccination regime" 
VACCINE, 

vol. 16, no. 4, 1998, pages 439-445, 

XP0Q4106957 

the whole document 



1-14 



I X I f^urther documents are listed in the continuation of box C. 



Patent family members are listed in annex. 



' special categories of cited documents : 

'A- document defining the general state of the art which is not 
considered to be of particular relevance 

E" earlier document but published on or after the international 
filing date 

"L" document which may throw doubts on priority clalm(8) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

"O" document referring to an oral disclosure, use, exhibition or 
other means 

•P" document published prior to the international filing date but 
later than the priority date claimed 



T" later document published after the international filing date 
or priority date and not in conflict with the applicatton but 
cited to understand the principle or theory undertying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

"Y" document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

document member of the same patent family 



Date of the actual completton of the international search 

21 August 2000 


Date of mailing of the international search report 

04/09/2000 


Name and mailing address of the ISA 

European Patent Office, P.B. 5818 Patentlaan 2 
NL - 2280 HV Rijswijk 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl, 
Fax: (+31-70) 340-3016 


Authorized offteer 

Skelly, J 
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INT-'^NATIONAL SEARCH REPORT 



C.(Contlnuation) DOCUMENTS CONSIDERED TO BE RELEVANT 



I 



nternational Application No 

PCT/US 00/00286 



Category ' 



Citation of document, wtth indication, where appropriate, of the relevant passages 



Relevant to claim No. 



T. ALLEN AT AL. : "Characterisation of the 
pepti de-binding motif of a rhesus MHC 
class I molecule (Mamu A*01) that binds an 
immunodominanat CTL epotope from simian 
immunodeficiency virus" 
J. IMMUNNOL., 

vol. 160, 1998, pages 6062-6071, 
XP002145008 

cited in the application 
the whole document 

EP 0 421 635 A (THE WELLCOME FOUNDATION 
LTD) 10 April 1991 (1991-04-10) 
the whole document 

A. KUHROBER ET AL: "DNA vaccination with 

plasmids encoding intracellular (HBcAg) or 

secreted (HBeAg) forms of the core protein 

of hepatitis B virus primes T cell 

responses to two overlapping Kb and 

Kd-restricted epotopes" 

INTERNATIONAL IMMUNOLOGY, 

vol. 9, no. 8, 1997, pages 1203-1212, 

XP000929987 

the whole document 

T. HANKE ET AL. : "DNA multi-CTL epitope 
vaccines for HIV and Plasmodium 
falciparum: Immunogenicity in mice" 
VACCINE, 

vol. 16, no. 4, 1998, pages 426-435, 
XP004099305 



1-14 



1-14 



1-14 
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PATENT COOPERATION TRE^^ 

PCT 



INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 

960296.95874 


FOR FURTHER ®®® Notification of Transmittal of International Search Report 

(Form PCT/ISA/220) as well as, where applicable, item 5 below. 

ACTION 


International application No. 

PCT/ us 00/00286 


International filing date (day/month/year) 

06/01/2000 


(Earliest) Priority Date (day/month/year) 

08/01/1999 


Applicant 

WISCONSIN ALUMNI RESEARCH FOUNDATION et al . 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 4 sheets, 

I X I It is afso accompanied by a copy of each prior art document cited in this report. 



Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 



□ 



the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1(b)). 



With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 

contained in the international application in written form. 
PT] filed together with the international application in computer readable form. 
( I furnished subsequently to this Authority in written form. 
I [ furnished subsequently to this Authority in computer readble form. 

I I the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

I I the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 



2. 
3. 



[X] Certain claims were found unsearchable (See Box I). 
I I Unity of Invention Is lacking (see Box II). 



4. With regard to the title, 

pC] the text is approved as submitted by the applicant. 

I I the text has been established by this Authority to read as follows; 



With regard to the abstract, 

pr| the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as It appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

The figure of the drawings to be published with the abstract is Figure No. - 



I I as suggested by the applicant. [X] None of the figures. 

I I because the applicant failed to suggest a figure. 

I I because this figure better characterizes the invention. 



Form PCT/ISA/2 10 (first sheet) (July 1998) 



INTERNATIONAL SEARCH REPORT 



International Application No 

PCT/US 00/00286 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC 7 A61K39/21 A61K39/29 A61K39/12 A61K39/39 A61P31/18 



According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searctied (classification system followed by classification symbols) 

IPC 7 A61K 



Documentation searched other than minimum documentation to the e>rtent that such documents are Included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 

WPI Data, CHEM ABS Data, BIOSIS 



C. DOCUMEm-S CONSIDERED TO BE RELEVANT 



Category •* Citation of document, wth indication, where af^ropriate, of the relevant passages 



Relevant to claim No. 



T. HANKE ET AL.: "Enhancement of MHC 
class I restricted pepti de-specific T cell 
induction by a DNA prime/MVA boost 
vaccination regime" 
VACCINE, 

vol. 16, no. 4, 1998, pages 439-445, 

XP004106957 

the whole document 

-/-- 



1-14 



Further documents are listed in the continuation of box C. 



Patent family members are listed in annex. 



* Special categories of cited documents : 

"A" document defining the general state of the art which is not 
considered to be of particular relevance 

"E" earlier document but putrfished on or after the intemational 
filing date 

"L" document which may throw doubts on priority claim(s) or 
which is cited to establish the put>lrcation date of another 
citation or other special reason (as specified) 

"O" document referring to an oral disclosure, use, exhibition or 
other means 

■P" document published prior to'the intemational filing date but 
later than the priority date claimed 



T" later document published after the intemational filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

"Y" document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

document member of the same patent family 



Date of the actual completion of the intemational search 



21 August 2000 



Date of mailing of the intemational search report 



04/09/2000 



Name and mailing address of the ISA 

European Patent Office. P.B. 5818 Patentlaan 2 
NL-2280 HV Rijswijk 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl. 
Fax: (+31-70) 340-3016 



Authorized officer 



Skelly, J 
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International Application No 

PCT/US 00/00286 



C.(Contlnuatk>n) DOCUMEI^S CONSIDERED TO BE RELEVANT 



Category " 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



T. ALLEN AT AL.: "Characterisation of the 
pepti de-binding motif of a rhesus MHC 
class I molecule (Mamu A*01) that binds an 
immunodominanat CTL epotope from simian 
immunodeficiency virus" 
J. IMMUNNOL., 

vol. 160, 1998, pages 6062-6071, 
XP002145008 

cited in the application 
the whole document 

EP 0 421 635 A (THE WELLCOME FOUNDATION 
LTD) 10 April 1991 (1991-04-10) 
the whole document 

A. KUHROBER ET AL: "DNA vaccination with 

plasmids encoding intracellular (HBcAg) or 

secreted (HBeAg) forms of the core protein 

of hepatitis B virus primes T cell 

responses to two overlapping Kb and 

Kd-restricted epotopes" 

INTERNATIONAL IMMUNOLOGY, 

vol. 9, no. 8, 1997, pages 1203-1212, 

XP000929987 

the whole document 

T. HANKE ET AL.: "DNA multi-CTL epitope 
vaccines for HIV and Plasmodium 
falciparum: immunogenici ty in mice" 
VACCINE, 

vol, 16, no. 4, 1998, pages 426-435, 
XP004099305 



1-14 



1-14 
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INTERNATIONAL SEARCH REPORT 

ormatlon on patent family members 



International Application No 

PCT/US 00/00286 



Patent document 
Cfted in search report 



Publication 
date 



Patent family 
member(s) 


Publication 
date 


AU 


626183 


B 


23-07-1992 


AU 


6269090 


A 


11-04-1991 


CA 


2025598 


A 


20-03-1991 


DO 


298134 


A 


06-02-1992 


DE 


69021002 


D 


24-08-1995 


DE 


69021002 


T 


23-11-1995 


DK 


421635 


T 


27-11-1995 


ES 


2075883 


T 


16-10-1995 


IE 


69265 


B 


21-08-1996 


JP 


3216186 


A 


24-09-1991 


NZ 


235315 


A 


25-09-1991 


ZA 


9007233 


A 


27-05-1992 



EP 421635 



10-04-1991 



Form PCT/ISA/210 (patent family annex) (July 1992) 



PATENT COOPERATIOrlftEAT|Y- 

REC D 2 1 FEB 2001 



PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
960296.95874 


See Notification of Transmittal of International 
FOR FURTHER ACTION Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/USOO/00286 


International filing date (day/month/year) 
06/01/2000 


Priority date (day/month/year) 
08/01/1999 


International Patent Classification (IPC) or national classification and IPC 
A61K39/21 


Applicant 

WISCONSIN ALUMNI RESEARCH FOUNDATION et al. 



1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 6 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

1 S Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



11 




111 

IV 


□ 


V 




VI 


■ □ 


VII 


□ 


VMl 





Date of submission of the demand 
31/07/2000 


Date of completion of this report 
19.02.2001 


Name and mailing address of the international 
preliminary examining authority: 

^ European Patent Office 
igS) D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 


Authorized officer 

Hinchliffe. P (l ^ )) 

Telephone No. +49 89 2399 8431 



Form PCT/IPEA/409 (cover sheet) (January 1994) 



INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/USOO/00286 



I. Basts of the r port 

1 . This report has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Articie 14 are referred to in this report as "originaiiy filed" and are not annexed to 
the report since they do not contain amendments (Rules 70. 16 and 70,17).): 
Description, pages: 

1 -32 as originally filed 

Claims, No.: 

1-14 as originally filed 

Drawings, sheets: 

1/14-14/14 as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless othenwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 



Form PCT/IPEA/409 (Boxes l-VIM, Sheet 1) (July 1998) 



INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/USOO/00286 



□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing sucti amendments must be referred to under item 1 and annexed to ttiis 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 

la claims Nos. 1-14 with respect to industrial applicability. 

because: 

H the said international application, or the said claims Nos. 1-14 relate to the following subject matter which 
does not require an international preliminary examination {specify): 
see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. . 

2. A meaningful international preliminary examination report cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-14 
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Inventive step (IS) 



Yes: 
No: 



Claims 1-14 
Claims 



Industrial applicability (lA) Yes: Claims 

No: Claims 1 -14 (NO OPINION) 



2. Citations and explanations 
see separate sheet 

VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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ITEM III 

1 . Claims 1-14 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated 
with respect to the industrial applicability of the subject-matter of these claims 
(Article 34(4)(a)(i) PCT). 

ITEM V 

1 . Having reviewed the documents cited in the ISR, the current method of using a 
complex DMA vaccine comprising Hepatitis B core antigen coding sequences 
along with the viral antigen/s of interest directly delivered to the cells followed by a 
viral vector booster delivery appears to be novel and inventive. The documents 
cited did not suggest the administration of a polynucleotide comprising two viral 
antigens, one being HBcAg (Hepatitis B core antigen). Consequently the method 
is surprising. The requirements of Articles 33(2) and 33(3) PCT are fulfilled. 

2. For the assessment of the present claims 1-14 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, 
for example, does not recognize as industrially applicable the subject-matter of 
claims to the use of a compound in medical treatment or a method of treatment 
perse, but may allow, however, claims to a known compound for first use in 
medical treatment and the use of such a compound for the manufacture of a 
medicament for a new medical treatment. 



ITEM VIII 

1 . To fulfill the requirements of Art 6 PCT the wording of claim 1 should be amended, 
in line 1 1 , to read as follows: 

"the encoding sequences operably..." rather than "the sequences encoding 
operably...". 

2. Contrary to the requirements of Art. 6 PCT, the claims are directed to all primates 
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whilst only one primate model has been used (Macaques). Considering the 
difficulties in raising immune responses to, for example, HIV in humans, it is 
observed that the method is therefore not supported in any primates other than 
those in which the method was tested. 
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